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ANNEX E
(Cytosensor In Vitro Data)
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E1 IIVS Positive Control Data
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-------------------------------------------

DATE MRD-50 (mg/ml) DATE MRD-50 (mg/ml)
------------------------------------------- -------------------------------------------
4/14/94 0.0785 5/16/95 0.1230
4/15/94 0.0811 5/16/95 0.0802
5/4/94 0.0821 5/17/95 0.0906
5/4/94 0.0842 5/17/95 0.1620
5/5/94 0.0737 5/17/95 0.1300
5/5/94 0.0749 5/17/95 0.1490

5/26/94 0.0771 5/25/95 0.0863
5/27/94 0.0701 5/26/95 0.0808
1/4/95 0.0794 5/26/95 0.0769

1/10/95 0.0659 6/6/95 0.0838
1/11/95 0.0773 6/6/95 0.0792
1/12/95 0.0613 7/17/95 0.0755
1/17/95 0.0814 7/17/95 0.0427
1/18/95 0.0856 7/18/95 0.0758
1/18/95 0.0871 7/18/95 0.0772
1/24/95 0.0853 7/19/95 0.0842
3/1/95 0.0834 7/20/95 0.0815
3/2/95 0.0741 7/21/95 0.0782
3/3/95 0.0676 7/25/95 0.0764
3/7/95 0.0668 7/26/95 0.0839
3/8/95 0.0916 7/26/95 0.0847
3/9/95 0.0802 8/16/95 0.0798

3/10/95 0.0864 8/17/95 0.0850
3/13/95 0.0782 8/18/95 0.0849
3/21/95 0.0770 8/24/95 0.0840
3/22/95 0.0756 8/31/95 0.0853
3/23/95 0.0812 9/1/95 0.0828
3/29/95 0.0686 9/6/95 0.0866
3/30/95 0.0837 9/21/95 0.0787
3/31/95 0.0855 9/22/95 0.0701
4/4/95 0.0919 9/26/95 0.0780
4/6/95 0.0828 10/4/95 0.0748
4/7/95 0.0817 10/9/95 0.0837

4/12/95 0.0804 10/10/95 0.0815
4/14/95 0.0867 10/10/95 0.0789
4/18/95 0.0817 10/17/95 0.0779
4/19/95 0.0852 10/18/95 0.0743
4/20/95 0.0745 10/20/95 0.0789
4/26/95 0.0861 10/24/95 0.0804
5/3/95 0.0775 10/26/95 0.0736
5/4/95 0.0822 10/27/95 0.0775
5/5/95 0.0797 10/31/95 0.0785

5/16/95 0.0845 10/31/95 0.0784
5/16/95 0.0797 11/2/95 0.0805

SLS MRD-50 DATA FOR CYTOSENSOR
PROTOCOL (20 MIN) WITHOUT INSERT
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DATE MRD-50 (mg/ml) DATE MRD-50 (mg/ml)
------------------------------------------- -------------------------------------------
11/7/95 0.0545 8/16/96 0.0875

12/13/95 0.0638 8/20/96 0.0859
12/14/95 0.0743 8/21/96 0.0846
12/14/95 0.0723 8/22/96 0.0880
12/20/95 0.0851 12/17/96 0.0850
12/22/95 0.0795 12/18/96 0.0811
12/22/95 0.0772 12/18/96 0.0761
12/27/95 0.0846 2/25/97 0.0819
12/27/95 0.0844 2/26/97 0.0767
1/23/96 0.0806 2/27/97 0.0850
1/25/96 0.0765 2/28/97 0.0685
1/26/96 0.0688 3/3/97 0.0764
1/30/96 0.0810 3/4/97 0.0852
1/31/96 0.0743 3/6/97 0.0816
2/1/96 0.0808 3/7/97 0.0850

2/13/96 0.0851 3/13/97 0.0847
2/27/96 0.0853 3/14/97 0.0765
2/27/96 0.0867 3/14/97 0.0787
2/28/96 0.0838 3/20/97 0.0901
2/28/96 0.0874 3/21/97 0.0871
3/5/96 0.0846 3/25/97 0.0837
3/6/96 0.0816 3/26/97 0.0869
3/7/96 0.0835 3/27/97 0.0845
4/4/96 0.0882 4/04/97 0.0853
4/9/96 0.0841 4/07/97 0.0866

4/10/96 0.0812 4/07/97 0.0872
4/11/96 0.0831 5/29/97 0.0791
4/19/96 0.0842 5/30/97 0.0795
4/25/96 0.0837 5/30/97 0.0669
4/25/96 0.0808 5/30/97 0.0783
4/26/96 0.0825 6/30/97 0.0805
4/29/96 0.0827 6/30/97 0.0643
4/29/96 0.0731 7/01/97 0.0766
4/30/96 0.0807 7/02/97 0.0727
5/1/96 0.0840 7/28/97 0.0791
5/1/96 0.0770 7/27/97 0.0635
5/2/96 0.0807 7/31/97 0.0602
5/2/96 0.0745 8/01/97 0.0706
5/3/96 0.0824 8/05/97 0.0588

6/10/96 0.0829 8/07/97 0.0774
6/11/96 0.0788 8/07/97 0.0773
6/12/96 0.0794 10/30/97 0.0649
7/16/96 0.0771 10/31/97 0.0725
7/17/96 0.0811 10/31/97 0.0694
7/17/96 0.0762 11/20/97 0.0823
8/7/96 0.0835 11/21/97 0.0813
8/8/96 0.0855 12/04/97 0.0785
8/9/96 0.0824 12/05/97 0.0789

8/14/96 0.0840 12/09/97 0.0783
8/15/96 0.0841 12/10/97 0.0804
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DATE MRD-50 (mg/ml) DATE MRD-50 (mg/ml)
------------------------------------------- -------------------------------------------

12/11/97 0.0771 2/24/99 0.0886
12/12/97 0.0794 2/25/99 0.0804
12/16/97 0.0779 2/26/99 0.0960
12/16/97 0.0757 2/26/99 0.0750
12/23/97 0.0813 3/01/99 0.0848
12/23/97 0.0788 3/02/99 0.0779
12/24/97 0.0811 3/03/99 0.0816
12/24/97 0.0810 3/03/99 0.0821
1/21/98 0.0815 3/04/99 0.0830
1/21/98 0.0825 3/04/99 0.0840
1/21/98 0.0791 3/05/99 0.0827
4/14/98 0.0812 3/09/99 0.0775
4/16/98 0.0798 3/10/99 0.0978
4/17/98 0.0785 3/16/99 0.0768
4/24/98 0.0813 3/18/99 0.0727
4/28/98 0.0795 3/19/99 0.0796
4/28/98 0.0809 3/23/99 0.1410
6/5/98 0.0817 3/24/99 0.0864

6/15/98 0.0870 3/25/99 0.0793
6/15/98 0.0907 3/26/99 0.0711
6/19/98 0.0779 3/30/99 0.0754
6/19/98 0.0837 4/01/99 0.0801
7/28/98 0.0821 4/02/99 0.0758
7/29/98 0.0791 4/06/99 0.0813
7/30/98 0.0834 4/07/99 0.0763
7/31/98 0.0906 4/08/99 0.0801
8/3/98 0.0869 4/09/99 0.0763

9/10/98 0.0780 4/09/99 0.0727
9/11/98 0.0811 4/13/99 0.0612
9/11/98 0.0941 4/14/99 0.0674
10/9/98 0.0858 4/15/99 0.0738

10/13/98 0.0814 4/22/99 0.0752
10/14/98 0.0869 4/23/99 0.0742
10/15/98 0.0859 4/27/99 0.0752
10/16/98 0.0854 4/28/99 0.0710
10/20/98 0.0799 4/30/99 0.0661
10/21/98 0.0813 5/04/99 0.0719
10/22/98 0.0826 5/05/99 0.0723
10/23/98 0.0826 5/07/99 0.0690
11/6/98 0.0840 5/28/99 0.0770
11/9/98 0.0957 5/28/99 0.0770

11/10/98 0.0831 5/28/99 0.0820
11/11/98 0.0922 5/28/99 0.0810
11/13/98 0.0968 5/28/99 0.0730
11/16/98 0.0924 5/28/99 0.0670
1/29/99 0.0831 5/28/99 0.0690
2/1/99 0.0830 6/02/99 0.0789
2/4/99 0.0840 6/03/99 0.0760
2/5/99 0.0916 6/04/99 0.0711

2/23/99 0.0818 8/10/99 0.0785
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DATE MRD-50 (mg/ml) DATE MRD-50 (mg/ml)
------------------------------------------- -------------------------------------------
8/11/99 0.0779 07/25/00 0.0731
8/12/99 0.0782 07/27/00 0.0761
8/13/99 0.0801 07/28/00 0.0721
8/17/99 0.0815 08/02/00 0.0811
8/18/99 0.0794 08/10/00 0.0772
9/16/99 0.0781 08/11/00 0.0740
9/17/99 0.0805 08/11/00 0.0731
9/17/99 0.0801 08/25/00 0.0847

10/07/99 0.0745 08/25/00 0.0730
10/13/99 0.0824 10/04/00 0.0750
10/14/99 0.0816 10/06/00 0.0777
10/15/99 0.0796 10/11/00 0.0815
10/19/99 0.0833 11/27/00 0.0727
10/21/99 0.0861 11/28/00 0.0742
10/22/99 0.0812 11/29/00 0.0786
11/22/99 0.0793 12/12/00 0.0788
11/23/99 0.0804 12/13/00 0.0699
11/24/99 0.0786 12/14/00 0.0765
12/13/99 0.0820 12/28/00 0.0816
12/14/99 0.0732 12/29/00 0.0729
12/15/99 0.0847 12/29/00 0.0809
12/16/99 0.0788 2/5/01 0.0887
12/17/99 0.0756 2/6/01 0.0753
12/20/99 0.0823 2/9/01 0.0734
12/21/99 0.0783 2/12/01 0.0773
12/23/99 0.0968 3/5/01 0.0751
01/25/00 0.0832 3/6/01 0.0759
01/25/00 0.0824 3/14/01 0.0782
01/26/00 0.0761 3/20/01 0.0798
01/26/00 0.0768 3/21/01 0.0666
01/27/00 0.0787 3/22/01 0.0687
01/28/00 0.0788 3/23/01 0.0769
02/01/00 0.0840 3/27/01 0.0783
02/02/00 0.0749 6/27/01 0.1247
02/03/00 0.0772 6/28/01 0.0790
02/04/00 0.0794 7/2/01 0.0811
04/14/00 0.0764 7/3/01 0.0767
04/17/00 0.0780 7/6/01 0.0765
04/18/00 0.0740 7/11/01 0.0753
04/19/00 0.0723 7/12/01 0.0738
04/24/00 0.0810 7/13/01 0.0917
04/25/00 0.0824 7/17/01 0.0793
06/13/00 0.0813 7/18/01 0.0834
06/13/00 0.0753 7/19/01 0.0817
06/13/00 0.0802 7/20/01 0.0768
07/13/00 0.0841 8/22/01 0.0740
07/14/00 0.0729 8/23/01 0.0765
07/17/00 0.0762 8/24/01 0.0769
07/24/00 0.0800 8/28/01 0.0227
07/25/00 0.0758 8/29/01 0.0698
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DATE MRD-50 (mg/ml) DATE MRD-50 (mg/ml)
------------------------------------------- -------------------------------------------
9/5/01 0.0790 05/30/02 0.0848
9/6/01 0.0748 08/02/02 0.0713
9/6/01 0.0752 08/08/02 0.0748
9/7/01 0.0694 08/09/02 0.0743

9/12/01 0.0795 08/15/02 0.1137
9/13/01 0.0681 08/15/02 0.0782
9/13/01 0.0702 09/06/02 0.0871

10/02/01 0.0813 09/10/02 0.0808
10/03/01 0.0817 09/11/02 0.0760
10/03/01 0.0812 09/12/02 0.0791
10/17/01 0.0832 09/17/02 0.0857
11/06/01 0.0802 09/19/02 0.0703
11/07/01 0.0754 09/25/02 0.0849
11/08/01 0.0786 09/26/02 0.0718
11/09/01 0.0803 09/26/02 0.0850
11/13/01 0.0749 02/07/03 * 0.2325
11/14/01 0.0740 02/11/03 0.0818
11/15/01 0.0754 02/13/03 0.0790
11/16/01 0.0975 02/21/03 0.0732
11/27/01 0.0753 02/21/03 0.0832
11/28/01 0.0796 04/24/03 0.0846
11/29/01 0.0696 04/24/03 0.0831
11/30/01 0.0735 04/29/03 0.0810
11/30/01 0.0798 04/29/03 0.1734
12/04/01 0.1630 04/30/03 0.0780
12/05/01 0.0704 05/07/03 0.0867
12/05/01 0.0782 05/08/03 0.0836
12/12/01 0.0711 05/09/03 0.0860
12/13/01 0.0723 05/14/03 0.0827
12/14/01 0.0755 05/15/03 0.0833
12/18/01 0.0693 05/16/03 0.0864
01/23/02 0.0722 07/22/03 0.0763
01/24/02 0.0722 07/23/03 0.0675
01/31/02 0.0799 07/24/03 0.0778
01/31/02 0.0772 07/25/03 0.0812
02/01/02 0.0763 07/30/03 0.0851
02/05/02 0.0742 07/31/03 > 0.03
02/08/02 0.0719 08/01/03 0.0803
02/12/02 0.0739 08/05/03 0.0838
03/19/02 0.0928 08/06/03 0.0790
03/20/02 0.0756 08/07/03 0.0805
03/21/02 0.0849 08/08/03 0.0773
03/22/02 0.0760 08/13/03 0.0849
05/08/02 0.0848 08/14/03 0.0741
05/09/02 0.0747 08/15/03 0.0685
05/10/02 0.0848 08/19/03 0.0840
05/15/02 0.0661 08/20/03 0.0821
05/17/02 0.0792 08/21/03 0.0812
05/28/02 0.0766 08/22/03 0.0820
05/29/02 0.0766 08/26/03 0.0826
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DATE MRD-50 (mg/ml) DATE MRD-50 (mg/ml)
------------------------------------------- -------------------------------------------

08/27/03 0.0785 03/02/04 0.0838
09/04/03 0.0818 03/11/04 0.0826
09/05/03 0.0797 03/18/04 0.0820
09/09/03 0.0850 03/18/04 0.0837
09/10/03 0.0815 03/31/04 0.0808
09/11/03 0.0843 04/01/04 0.1602
09/24/03 0.0833 04/02/04 0.0771
09/25/03 0.0802 04/08/04 0.0799
09/26/03 0.0814 04/21/04 * 0.0430
10/01/03 0.0813 04/22/04 0.0684
10/02/03 0.0832 04/23/04 0.0781
10/03/03 0.0841 04/27/04 0.0812
10/30/03 0.0823 04/28/04 0.0830
10/31/03 0.0825 04/29/04 0.0803
11/05/03 0.0778 05/05/04 0.0809
11/06/03 0.0810 05/06/04 0.0703
11/07/03 0.0804 05/07/04 0.0809
11/11/03 0.0839 05/12/04 0.0758
11/12/03 0.0748 05/13/04 0.0828
11/13/03 0.0781 05/14/04 0.0795
12/03/03 0.0873 05/19/04 0.0811
12/04/03 0.0810 05/20/04 0.0793
12/05/03 0.0795 05/21/04 0.0805
12/10/03 0.0829 05/26/04 0.0828
12/11/03 0.0842 06/30/04 0.0842
12/12/03 0.0820 07/01/04 0.0778
12/16/03 0.0835 07/07/04 0.0759
12/17/03 # 0.0812 07/08/04 0.0809
12/18/03 0.0832 07/15/04 0.0721
12/19/03 0.0837 08/04/04 0.0810
12/23/03 0.0745 08/05/04 0.0785
12/30/03 0.0755 08/05/04 0.0775
12/31/03 0.0856 08/24/04 0.0799
12/31/03 0.0784 08/25/04 0.0797
01/14/04 0.0821 08/26/04 0.0792
01/15/04 0.0797 09/01/04 0.0834
01/16/04 0.0790 09/02/04 0.0756
01/20/04 0.0808 09/02/04 0.0582
01/21/04 0.0783 10/06/04 0.0782
01/22/04 0.0803 10/07/04 0.0769
01/23/04 0.0797 10/12/04 0.0757
01/27/04 0.0839 11/23/04 0.0821
01/28/04 0.0807 11/24/04 0.0833
01/29/04 0.0800 11/30/04 0.0767
01/30/04 0.0801 12/07/04 0.0781
02/11/04 0.0840 12/08/04 0.0750
02/12/04 0.0805 12/09/04 0.0751
02/12/04 0.0758 01/11/05 0.0782
02/24/04 0.0830 01/12/05 0.0771
02/26/04 0.0859 01/12/05 0.0775
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DATE MRD-50 (mg/ml)
-------------------------------------------

05/03/05 0.0529
05/04/05 0.0704
05/05/05 0.0745
05/10/05 0.0787
05/11/05 0.0221
05/12/05 0.0219
05/17/05 0.0801
05/18/05 0.0742
05/18/05 0.0755
06/07/05 0.0836
06/08/05 0.0786
06/09/05 0.0784
06/29/05 0.0836
06/30/05 0.0702
07/06/05 0.0841
07/07/05 0.0746
07/13/05 0.0821
08/24/05 0.0780
08/25/05 0.0622
08/31/05 0.0801
09/20/05 0.0817
09/21/05 0.0714
09/22/05 0.1097
09/23/05 0.0802
09/29/05 0.0208
09/30/05 0.0793
10/06/05 0.0799
10/13/05 0.0837
11/16/05 0.0880
11/17/05 0.0810
11/22/05 0.0842
11/30/05 0.0855
12/01/05 0.0795
12/02/05 0.0790
03/08/06 0.0774
03/09/06 0.0730
03/10/06 0.0765
03/16/06 0.0711
05/03/06 0.0675
05/09/06 0.0800
05/10/06 0.0769
05/12/06 0.0743
06/28/06 0.0855
06/29/06 0.0789
06/30/06 0.0783
----------------------------------------------

Average (mg/mL) 0.0799
ST DV 0.011
CV (%) 14.3

----------------------------------------------
* - Not included in the historical calculation since it was tested on a defective channel.
# - Not included in the historical calculation since cell seeding density may have been inaccurate.
Numbers in bold indicate failed assays. Value is used to calculate the average.
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E2 COLIPA Raw Data from CellTox AB
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E3 COLIPA Raw Data from Microbiological Associates, Inc.
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E4 COLIPA Decoded Samples for Microbiological Associates, Inc.
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